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Mr. Ted Jacoby, Jr.

« T.C. Jaccby & Company, Inc. ,
3701 Scuth Lindbergh Boulevard
st. Louis, Missocuri 63127

Dear Mr. Jacoby:

This letter is in response to your correspondence, dated
 Mav 1, 1996, to Ms. Elizabeth J. Campbell. Director. Division
of Programs and Enforcement Policy, Office of Food Labkeling,

and your subsequent meeting on August 27, 1996, to discuss
the feollowing issues: (1) the labeling of the dairy derived
product which results when milk is subjected to processing in
an ultrafiltration system and (2) the labeling of cheese that
is made from an ultrafiltered milk product.

You refer to the ultrafiltsred milk product that results from
subjecting milk to procesging in an ultrafiltration system

L and that is subsequencly ussd for processing inta chease as

5 the "retentate." Eecause scme lactose, wakter, minerals, and
water-solukle vitamins are remcved from the milk hy
processing the milk in'an ultrafilcration system, this
retentzte contains higher concentrations of protein, fat, and
lactoge and lower ccncentrations of minerals and 7
water-scluble vitamins than milk. You state that the firm
Bongards Cresamery, Bongards, Minnesota, wishes to use this
retentate in the manufacture -of Cheddar chesse. You further
indicated that retentate is prcduced solely in-houss by other
companies a3 a step in the manufacture of various cheeses.

We reccgnize that cheesemaking techrnclogy has changed
tremendously in the lastc 20 yzars. Chaddzr chesze iz one of
the standardized cheseses for which "alternate make ,
procedures” have been provided under 21 CFR 133.113(a) (1).
Under altesrnate make procedures, Cheddar cheese may be
prepared by any prccsdure which producss a finished cheese
having th2 same physical and chemical properties as the
cheese przpared by the traditional cheese making process
(i.e., the procedures set forth in the standard under 21 CFR

133.:213(a) (3)). '

From the information that you provided us, it is our
4 understanding that the Cheddar cheesse produced from the
retentate that results when milk is sudjected to processing
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in an. ultraflltrat on ystﬂm is put“ltloqally eqh&valent tc
and is physically and chemically identical to- the Cheddar '
cheese prepared by the proce dures set forth in the s= Qdard
under 21 CFR'133.133(a)(3). Based cn this undarstandin W
would not object at this time to the use of this *e»entate in . \
the manufacture of Cheddar cheese by Bcnga”as Creamery on . thegs% R

. limited basig descrxbed ir your May 1, 1996, ¢Orre5bondence‘“?-f~*

yHowevnr, if it ig found tkat the reaultant cheese dlffers R
from that produced traditionally, use of the retentate znvthe7n”>

' cheese would necsssitate a pstition to amand the dafmnlt*sn o
ard shanda*d of ldent;ty for;the cheese.,; _

AdC -tlonally, we - arc uf thu op;qxon &t thln t-me cnat nhe
retentate that results when milk is subjacted to. processlng
in ‘an ultrafiltration system:-may be declarsd as’ Temilkn An - th
ingredient statement on the label of the ‘Cheddar. cheega.
produced at Bengards Creamery, providad that the: Cheddar
cheese manufactured from this retsntate iz at least:
nutriticnally equivalent to and has the ‘same. physmcal,andﬂj
chemical properties, as /the cheess prepared’ by the ‘prc
specifically set forth in thé applicable’ standard‘,,, 2y
we do not consider the term "milk" unqualified to 'be an’ /i -
appropriate ingredient declaration for ths retentate" produce
by an ultrafiltration gystem, when it is used in food ' . o
products, other than tle standardized cheeses such ‘as C Addar:
cheese for which alternatfve ‘make procedures have bae,“
BPECLflCdlIY provxaea mn the regulatlons g

Purther 'whlle 1n 1ntaratate ccmmerce, the retantatawxs
subject to the anplwcab‘e requlrements of the: Federal Food,
Drug, and Cogmetic (FD&C) Act and the Legulatlons nromulga ed»
under the authority of the Act and in addition,. it must’
comply with applicable requirements of the Grade: "A" T
Pasteurized Milk Ordinance (PMO} (1895 Revision) ., ' We remxn IS
you that Section 4 of the PMO requires that each: sn;pment cf o
the retentate be accompani d by a- shlpolng statement thac SRS
containe the name of the ‘praduct, ir compliance wizh the. . =
zpplicable requlremencs of the FD&C Act and *egula“;cns Y;i“
promulgated under the autho:;ty oZ the Act. B2As you’ arefj?:
aware, the retentate does not meet the requlrements of‘the
deflnﬂtzon and standard of ldentlty fer milk in 21 CFR ‘ .
131..10; cherefore, the retentate may not ‘be. labeled with they
ferm "milik’ un qualified. While we wcqu not | Gh]&@” to, use of .
the term "milk" as a part of ‘the. name given to the retentate,-
the retentate needs to be lazbeled with an apmraprmately @j
descriptive name that accurately. reflecta its true. identity
and is not false or misleading. We caution ycu that this ‘
name must clearly dl»tlﬂﬁﬂlsh the retentate from the -
standardized food milk in terms of all salispc L
charactgristics {nutritional value, chamical composltlon,
ece.), and the retenuahe muast be 4abelad =Te) that the
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